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' 'w.^.1^r572(^— 3lk ^RTm TTmrft 1^. 1945 ^ 3lk ^ 

RnfSIW ym ttwr, 3fk 1940 (1940 

yn 23) ^ ^TKT 12 3lk ^TKT 33 ^ y^fT ST^ 

^-idi^cj^K ^ 7^ tRU# ^ yr^id, ^ yiRR t. ^ imft o5Tf^rat ^ 
dMcM^ Mcwf^id f%yT ^3n?n t ^3777^ jmrf^ ^ wyyr t, aff? 

Tjyyr ^ ^3TT^ t % JTR^ f^RUff W W ?fnto t, f^RT^ ^ 

iTF 3Tf^R|;tHT y^^lf^ld ^ ^^cft t, yHcTT ^ ^ ^ ^^TTcft f, 

^ 3Tyl% ^ ^ M^Tlld fcTcfN fc^RT yTFRT ; 

y7 H if ^ yrwT f^RR ^ ir ^ '3n^ ttf flcT^ csrf^ 

^ry5 C^ HT?2R ^ 73f^, (^fcTR^), 3lk mRcIR cfTRTM HdId'M, TTRa. ^fTWR, 

iTcR, 110011 ^ ^ fclPlRkl c^ ifRTR ^ f^^RTsir f^R^d 

^ ^ I ' 

MI^M 1^!^ 


(1 )' ^ Ih<MhT Frf^ yR sftyfy ^ TOHy RRyt (#HTT 7T#Hy) tWT, 2012 t I 


2 . 3 TrTO 3fR yRTHH RFnfr mu, 1945 uiu 10 -u^ u Rrtu i22^rc5^ 
RHioTfecf RPTU 3tc!.-7=?TTf^ RFUT RT^, 3T?fe :— 

«122HcJ)H ( 1) 4cilPl4> y^firfU 'd^ldd RTUU 21 'id'3 (^) 

U^^mRyiRd 31^511 MU yrfdRl^ U6 ^RWd gl 'did 4^ qyUTeT yT^TI^d 
^4iPi47 hk\B^\ hUiUT t, ^ w4u d 3nw ^ 7iT^“ RUJ uy t 

mRru yicf (yr^ ^ 3uu fctRrf^ y^auy ^ Rnufertor ?Rff ^ 

‘HUTeUT Idy 3T^^ U(T^ 'U^dl ; 

2617 G[/20I2 (1) 
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{^) ^ 3T^rOTi, 3 Tc?5T 

cZTcpfir2T ^ 

?vfh?- AT^ ATHT fM^rZirfr APEIT^ ^ ^-cjlf^cl 1%^ ^^TTW I 

(^) 3TEJI^ 3TTW Cj5^ ^ 15^ SITEIT^ ^ HRT I 

{^) (3TTf.^.'qH.3TR.), ^ ^ 

Mcb l f^ l d “Hm ■iTTf^ ^ ^ RlfchoHl 3r5Tim ^ iTRtelcf) 

Rlc^id” ^ ^Idf^ld ^dlRrcf> TT^OT ^ 'ftfciMydi ^ ^ 

tn^ ^wn I 

(tt) 3TB2RH ^ Ml ^ STRITcRH ^ ^ MlfM? ^ ■'^dlRfcb 
'iTR^T (#^3m3iTf) fMn i 

(^ Mrf^ 3T2lkT rTR^ ^ TFTRT ^ ^ 

cuffe yrfed^ RM cjTprm mRicM c^ 3?^ ^ l ^ ^w 
^ 'mm fMn ^^ncn t ^ Mt ^ ^ ^jcrt appim 

MiRid^i'^ ^ >3l>fjRid fMrr uiRpn i 

(^) 'H^lfchd 3^Mc>dlRld Mk Mfclf^dl ^dlPlch 

tktOT ^ TrfM Ml t ^ Mr 3T5^ ^ ^ dRRRd 11 ^ 3?^;^ . 
srj^iTT irrlMM ^ Tfiry m ^ 

fM ^ MjfM fMn 1 

, f 

(■^ ^ ^ ^ ^ MfM arezRRT ^ RTRk ^ sttcT^ §if^ ^ ^ ^ 
3?fcr^ ^ ^91 ^ ^ r^RhoiTtij iMrr ^ ^ 

Wlftl ^ Mn I 5RH fM ^ 

yfach>j ^ sfk 3i^5iiMd jnfeM M MJM I 


31^^ q Q?r oTh aTT3Tt MiRT^ oJJ^WI MdM) 3fk 

3R?I cTPJ IcriM-R ^ 3fd;qT^ ^ TTRIEH dM ^ fM 
3T^^iWH ^ddd ^ 3fk ^dlRld’ Mot ^ dJ^ld 3TkR[ HMd^ 
RrMRi ^ ^ IMot ^ fM ^ M, 


xivrd ^ ^rRidri^ ^kr i 

{^) ST^ETH 3EMd^, ttmcf RtMt 

^ fkM 'm^ RrM^i infM^Ri' 

3TteM Mr. ^ MI?t ^ f^, MifM? Mot MfEfl fMt 

arkrM ^in^. erf^, Mrw?^ arrf^ ^ Mot, 
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zft^ 3TRrTr^ .3f^,^TR 'iHJ1rt.-t %Tf^ 


qffOT ^ ^ H MtfwT^ &kF \iarx ^ >t^ n ^ 

fcK# 3?^ cFTT $Tt I 


( 2 ) ^ ^ci i P i c f^ ^xjif^d w( ^ cf^rt 5frifr^/‘^^Tf^ 3T^m -m^ 

3T^%W v3M>il<W ^ Rb'iTl ^ <X^'i^ ^ "t cff 

OrpTN^ 3?Tf^J^F^ ^ ^ ^ ^ ^ 

WTT ^nf^, ■'T^ 3TTO? ^ ^ PiMf^Rga cf)i4c)i^ ^ 1^ fef%cr 

cf^^R cR^ 3n^ ^ : 

(^) f^OT ^ ^^?pr ^ M ^ ^ -gi;^ 4diq41 w5t cfjVn 

^ ^ >n'-c||f^d 1^ ^ 3Teqr2R ^ ^ ^ ^mrcT 

f I , 

(^) R-m^ l fe l cf5^ f^ 3^€2FR tcFRT ^ ^fT^ 1 

(tt) ^rpTT ^ ^ ^Hcf^ I 

(3) ^ 3R;^RFr ImR^ fcT^ iraiRoq ^ 

vife^R^d ' Ct5l4cjl^ 3rpTFR Rf^TcR^ ^ cF§t ^ t, ^ 3TT^ cf?t cf)t 

^fjf^ ^ ^ iftcR ^frWK ^ srflcT 3fR ^fRTO; ^ 

^ 3TcRR f^ ^ H5tdld 3TT^ ^ ^ 'dcid ^?TcWt 'cn 

vjwidte ^ 'dc^ '1 

[^/W/-^-ll 014/9/20n 
%. WT, 

TIR Pdmui : fm ^TR ^ TRTO W ^ 28-i0/45-t^^( l),. cTT^ 

21 1945 'm y<+irvid f^’m3; 3?!^ n ^.^.fr. 7&C^>,, curtr^ 

8-2-2G12 IR 3fi^ 1^'^ F 


; 
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i J/HNlSTRY OF HEALTH AND FAMILY WELFARE ^ 

(Department of Health) 

rNQTlFiCATiON , ' 

NewBfi(lbj.ithe<17th July. 2012 

?(XS.R. draft rules further to amend the Drugs and 

CosmeticsfRules'rtS^S, .which the(Gentral'Government proposes to make, in exercise of the 
powers corfferredtby section IZ and section 33 of the prugs and Cosmetics Act, 1940‘(23 of 
1940), afterfconsiittation with the‘OKiugs Technical Advisory Board, is hereby published for 
the information of all pensssnss Itteeily lelbe afected thereby, and the notice is hereby given 
that the said draft rutes shall be taken into ooinsideration on or after the expiry of a period of 
forty-five from the date on which the copies cf the Gazette of India containing these 
draft rules are made availat^e to the public; 

r 

Any person interested in making any objection or suggestion on the proposed draft 
rules may do so in writing for consideration of the Central Government within the period so 
specified through post to the Secretary, Ministry of Health and Family Welfare, Government 
of India, Nirman Bhawan, New Delhi- 110011. 

DRAFT RULES 

1 . (1) These rules may be called the Drugs and Cosmetics (3rd Amendment) Rules, 2012. 

(2) They shall come into force on the date of their final publication in 
^ the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, in Part X*A, after rule 122 DAB, the 
following rule shall be inserted, namely:- 

"122 DAC. (1). Permission to conduct Clinical Trial.- The licensing authority 
as defined in clause (b) of rule 21, after being satisfied that the data submitted 
along with the application in support of proposed Clinical trial is adequate, 
shall issue permission to conduct clinical trial subject to the following 
conditions, along with any other specific trial related condition (s) as 
considered necessary in the conduct of the trial; 

(a) Clinical trial shall be conducted in compliance to the approved 
protocols, requirements of Schedule Y, ‘Good Clinical Practice 
(GCP)‘ Guidelines for Ciinicai Thais in India and other applicable 
legulations. 

(b) Approval of tbe Ethics Committee shall be obtained before initiation of 
ihe study. 

1 
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(c) Ethical aspects of the clinical trial as described in the “Ethical 
Guidelii'ies for BiOmedical Rosoarch on Human Participants 
published by Indian Council of Medical Research (ICMR), New Delhi 

. shall be complied with. 

(d) Clinical trial shall be registered at Clinical Trials Registry - India 
(CTRI) before enrolling first patient in the study. 

(e) Annual status report on clinical trial viz. ongoing, completed or 
terminated shall be submitted to the licensing authority. In case the 
trial is terminated, the detailed reasons for the same shall be 
communicated to the said licensing Authority. 

(f) Any Suspected Unexpected Serious Adverse Reaction (SUSAR) 
occurring during clinical*trial shall be communicated within fourteen 
calendar days to Licensing Authority and to the other investigator(s) 
participating Sn the study, as per Appendix XI of Schedule Y. 

(g) In case of study related injury or death, the applicant will provide 
complete medical care as well as compensation for the injury or 
death and statement to this effect shall be incorporated in the 
Informed Consent Document. Further, the details of compensation 
provided shall be intimated to the licensing authority. 

(h) The premises of sponsor /Clinical Research Organization and clinical 
trial sites shall be open to inspection by the officer of Central Drugs 
Standard Control Organization, who may be accompanied by an 
officer of the concerned State Drug Control Authority, to verify 
compliance to the requirements of Schedule Y, Good Clinical 
Practices guidelines and other applicable regulation. 

(i) The sponsor/ Clinical Research Organization. Investigators shall allow 

officerof Central Drugs Standard Control Organization, who may be 
accompanied by an officer of the concerned State Drug Control 
Authority, to enter with or without prior notice, any premises of 
sponsor/ Clinical Research Organization, clinical trial site to inspect, 
search and seize any record, data, document, books, Investigational 
drugs etc. related to clinical trials and provide adequate replies to any 
queries raised by the inspecting authority in relation to the conduct of 
clinical trial. 
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(2) If any: spoRSof/ ClififGaH Research Organization, investigators conducting 


c i i n i ca 1 1 ;ii i a 1 fa 1 i L u uornp i y w iti i ^ fiy .w i 


^ A m i 4-1 rs t-k 

ll IC? dk/v^v^ V^VI IVJI LI VI I Li l\ 


I I o Q »-k f* I t-k A 

VI vy W I 1 O 11 1^ 


Authority may efter giving an-oppjDtttunity to show cause why such an order 
should notibe’passed, by an orderiin writing stating the reason thereof take 


following action: 

(^) 1 Issue wamiTTrg letter giving details of deficiency found during the 
inspection, vyhich migiitafe^t the night or well being of subject or the 
vvatidity oif'tbe study conducted at that site. 

(b) Recommendation that study may be rejected. ^ 

(c:) Suspension/cancelation of clinical trial permission. 

(d) Restriction of an Investigator, sponsor/ Clinical Research 
Organization, to conduct future clinical trial. 

(3) The sponsor /Clinical Research Organization, investigators against 
whom action as mentioned above has been taken by the licensing 
authority, may within ninety days of the receipt of the copy'of the order 
by him prefer an appeal to the Central Government and the Central 
Government may after giving an opportunity of being heard, confirm, 
reverse or modify such order.”. 

|F. No. X-11014/9/2011-DFQC] 
ARUN K. PANDA, Jt. Secy. 

Foot note : The principal rules were published in the Official Gazette vide notification 
No. F. 28-10/45-H(1) dated 21 st December 1945 and last amended vide 
‘ notification number G.S.R. 76(E) dated the 8th February, 2012. 
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